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Sir: 

INFORMATION DISCLOSURE STATEMENT UNDER 37 C.F.R. § 1.97(b) 

Pursuant to 37 C.F.R. §§ 1 .56 and 1 .97(b), Applicants bring to the attention of 
the Examiner the documents on the attached listing. This Information Disclosure 
Statement is being filed before the mailing date of a first Office Action after the filing of a 
Request for Continued Examination in the above-referenced application. 

Copies of the listed non-patent literature documents are attached, all of which 
relate to pediatric studies conducted with carvedilol. Applicants respectfully request that 
the Examiner consider the listed documents and indicate that they were considered by 
making appropriate notations on the attached form. 

For each of the two "Clinical Study Reports" included herewith, appendixes 
containing individual patient-related information and reportings have not been included 
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in order to protect any confidential patient-related information, which is also understood 
to be, at most, cumulative with the substantive material contained in the Reports. 

This submission does not represent that a search has been made or that no 
better art exists and does not constitute an admission that each or all of the listed 
documents are material or constitute "prior art." If the Examiner applies any of the 
documents as prior art against any claim in the application and Applicants determine 
that the cited documents do not constitute "prior art" under United States law, 
Applicants reserves the right to present to the Office the relevant facts and law 
regarding the appropriate status of such documents. 

Applicants further reserve the right to take appropriate action to establish the 
patentability of the disclosed invention over the listed documents, should one or more of 
the documents be applied against the claims of the present application. 

If there is any fee due in connection with the filing of this Statement, please 
charge the fee to our Deposit Account No. 06-0916. 



Respectfully submitted, 



FINNEGAN, HENDERSON, FARABOW, 
GARRETT & DUNNER, L.L.P. 



Dated: October 1 1 , 2006 




Mark J. Feldstein 
Reg. No. 46,693 
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CLELAND et al., "Clinical trials update from the American College of Cardiology: darbepoetin alfa, 
ASTEROID, UNIVERSE, paediatric carvedilol, UNLOAD and ICELAND," European Journal of Heart Failure, 
8, pp. 326-329, 2006. 








SHADDY et al., 'The pediatric randomized carvedilol trial in children with chronic heart failure: Rationale and 
design," American Heart Journal, vol. 144, no. 3, pp. 383-389, September 2002. 








Summary Report, Study No.: SK&F-1 0551 7/321, "A Multicenter, placebo-controlled, 8-month study of the 
effect of twice daily carvedilol in children with congestive heart failure due to systemic ventricular systolic 
dysfunction," pp. 1-9, July 2006. 








Clinical Study Report, Study No.: SK&F-1 0551 7/321, "A Multicenter, placebo-controlled, 8-month study of 
the effect of twice daily carvedilol in children with congestive heart failure due to systemic ventricular systolic 
dysfunction," abstract and cover pp. 1-4 and Clinical Study Report pp. 1-238, 266, 342-360, July 17, 2006 








Summary Report, Study No.: SK&F-1 0551 7/396, "A Multicenter Open-label Extension Study to Evaluate the 
Safety of Twice Daily Oral Carvedilol in Pediatric Subjects with Chronic Heart Failure," abstract and cover 
pages pp. 1-4. 








Clinical Study Report, Study No.: SK&F-1 0551 7/396, "A Multicenter Open-label Extension Study to Evaluate 
the Safety of Twice Daily Oral Carvedilol in Pediatric Subjects with Chronic Heart Failure," abstract and 
cover pages pp. 1-4 and Clinical Study Report pp. 1-135., August 2006. 
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